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DZVICENAME 
Proprietary Name: TalismanPhlebotomy System Release 1.0 
CommonName: Phlebotomy computer sofhmm 
ClassificationName;Soffware, blood bank, stand alone products. The product code is 
8 1 M  

PREDICATEDEVICE 
Donor-ID version 2.5,s lqk)Number: BK030049 

DEVICE DESCRIPTION 
The ~ a l i s kPhlebotomy SystemTM ( T P S )  is a soffware system for management o f  don~rs 
during the phlebotomy process. TPS is a web application used by phlebotomists with hand 
held computers that communicate with the saver wirelessly. By using TPS, a blood center 
can track donors thmughout the phlebotomy process-The system assures that al l  relevant 
data are collected and are within bounds, thereby minimizing or eliminating related mors. 

INTENDED USE 
Indications for use for the Talisman Phlebotomy System are the need to reduce or eliminate 
errors and omissions in thephlebotomy phase of the blood donationprocess. 

TheTalismaa Phlebotomy System (TPS) is a computer system to be used by trained blood 
center staffto manage donors during the phlebotomyprocess and to collect and record 
phlebotomydata. These data can be exported in machine-readableform. Staff members use 
wirelesshand held computersto collect data and to communicate in teal time to the system 
as it runs on n server. TPS requires that all required dab be entered and be within bounds 
and minimizs the need for character data entry by using selection from lists and bar code 
scanning. 
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The purpose of the system is to improve consistencyof the blood d o d o n  process and 
reduce ox.eliminate human errors and omissions, including but not limited to comp1etenas, 
data transposition, key entry,and communication emrs. 

COMPARISON OF TECHNOLOGICALCHARACTERLSTICSTO PREDICATE 
DEVICE 
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Discussion: The technologioal c ~ t e r i s t i c sof TPS axe either identical or similar to a ~ s e  
of the predicate device, a d  do not raisenew typcs of safety or eff'ectivenes~ questions. The 
descriptive infomatioxl of the twO devices demonstrates equivalence. 

SAJ!'KI"X' AluD E F m m N E S S  DATA 
The Talisman Phlebotomy System was developed using established procedures for soibvam- 
development hat includedesigm reviews and sof'twmEesCing. Developers perform both unit 
tests and system tests on their code. Completed systemsare tested internally by non-
developm~ntstaffusing formal test p d u r e s  and defined scenariosand scripts. 

Non-clinical System Testing: 
The system was tested with a complete'battery of validation and verification tests, the wsdts 
of which are contained in section 16.8 (Tab 22) of the 510(k) application.No critical failures 
were detected. 

Clinical System Testing (Beta Cesling): 
The purpose of thebeta test is to perform user validation and verification testing of the 
TalismanPhlebotomySystem in a user environmentprior to the final release of the software. 
The beta tests wereconducted by Mississippi Valley Regional Blood Center to identifl any 
errors, inconsistencies or deviationsin the system prior to final release.No criticalfailufie~ 
were detected during beta testing, Beta test records are contained in section 16.9 (Tab 23) of 
the 51O(k) application. 

CONCLUSION 
Based on a comphson of the Talisman Phlebotomy System and the predicate device, TPS is 
substantially equivalent to thepredicat'e, Based on theoutcome of non-clinical tests and of 

5iW)Summary Page 2 (of3 



clinical @eta) testing, the system has met t .expedatians ofhigh pmduct quality and is fit 
for its intended use. 
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